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Duffy, Rick 

From: -· rr · 1 • Sent: 1 uesday, March 17. 2015 8:46AM 
................ ~,, 111Mt~lt·'[::~l!ll~•'-\ ... -·--· ... -... --J··-To: 

Subject: 
Attachments: 

FW : GLP Certification 
image001 Jpg 

Importance: 1W•••••-~A~~~9"H•-••••11 

...... __ ,... __ _, ...... 

• ld I arlit_,. II Do you need anything from me for the MAMPD General with Betsy when the e-mail from Cynthia is discussed? 

From: . .. lllllllllllllllllllllt 
Sent: Tuesday, March 17, 2015 7:4j.AM 
To: • • E.f'..(p 
Subject: FW: GLP Certification 

Hi 

q ~,. •••ue 

Got your email on this. I suggest we wait on preparing a response until Ed speaks with Betsy and others . .... "£).{o 

Frorr .. .....-, E ~ <.-
Sent : Monday, March 16, 2015 
To: . 

Fyi you mentioned something about this to me. 

Sent f rom my iPhone 

Begin forwarded message: 

Date: March 16, 2015 at 6:58:57 PM EDT 
"Duffy, Rick" <Duffy.Rick@epa.gov>, e. 'J. ~ 

Subject: FW: GLP Certification 

Please add this to your week ly this week. We should also plan on circling back to Cynthia next week or by email. • n urm:a 

From: Giles-AA, Cynthia 
Sent: Mondav. M arch 16, 2015 5:54PM 
To: 
Cc: 
Subject: FW: GLP Cert ification 

........ -



From: 

sent: Monday, March 16, 2015 2:51 PM.....-::::::: e~r 

To: - ............. ? •• ? --~· 

Cc: - s-AA, o(nthia ctt. I !!ll;l • . 

Subject: RE : GLP Certification 

.-..,, I am forwarded your message to my colleague in the••••••••••
••••• :C l<"­

has responsibility for the issue you have raised. Thanks. 'E'tC~ 

From: ·---------~---------~• C 'tC.:. 

Sent: Monday, March 16, 2015 10:29 AM 

To· 
E_)(.~ 

Subject : RE: GLP Certification 

1 never heard back from you about this. Can we please schedule a time to s p -•••lllllll·-··-
1 !Sit Ill 

From: ________ _. 

Sent: Saturrlav, Februr~ry 28, 2015 6:55AM 

To: 
E;c(p 

Subject: GLP Certification 

Dear -----· cl({o 
( iooJ day! 

• a• 
: .... ........ 

I am v!.! ry sotT\' to tell you that we vvou ltl not put the study ol" g.lyphosate ammonium in 

your luh- lkcmtsc the Korea client tell us that the Korea A uthority only accept the report 

wi th ( II.P ecrtifi<::ll c when evuluatiotL We de~: - OI~C[) ULP Lab- Thank you 

V<.:l) much f(lr your work- I horl: we can <:on 

Yours sincerely, 

------· E'X.Ip 
2 



I have been with :)nd have grown incredibly frustrated over this issue. I would like to know if you could be available for a short discussion by phone so that I could understand the agencies position ori this issue and discuss p.ossible ways to address it. 

Best regards 

a • 

· - ~~::..,.Jated Dose Toxicology 
-Reproductive/Developmental Toxicology 
-Genetic Toxicol- ··~ 
-Environmental Toxicology 
- Product Chemistry 
- GLP Analytical Chemistry 
~ -Antimicrobial Efficacy 

t".: ,., .. 



' -

.... ,., ;"\ ......... ~ ~i4 :. "'i 

~- .. -,.,. ·-----~---~· 
-N~~·.:''~i'l',:f;,•...,_..,..t,,..\~· 

.-. r•; '.: ' t;• ; ! f" r7\.Ji'"l~~--.·~ 
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Duf!y,Rick 

From: ------ c,tC-
Sent:.::::::tl-:!-. To: 
Cc: il 
Subject: FW: GLP Certification 

Please add this to your weekly this week. We should also plan on circling back to CyiiiiM gext week or by email. a; *" ... 
From: Giles-AA, Cynthia 
Sent: Monday, March 16, 2015 5:54 PM 

Subject: FW: GLP Certification 

From: GJ'.Cp 
Sent: Monday, March 16, 2015 2:51PM 
To: E )ll.o 
Cc: p Giles-AA, Cynthia e )<.Jo 
Subject: RE: GLP Certification 

IJIII..J. ..,-pi4r , ~· ·•• ... , .. ~ .,,_ Ill 
• • 1 am forwarded your message to my colleague in the Office of Enforcement and Compliance As~cfn. ~....,.._ • .._ 

has responsibility for the issue you have raised. Thanks. a .... 
1
x ... ......... ~~ ...• ;::;• 

From: --~~~~~11111!11~--------... C '£ \o Sent: Monday, March 16, 2015 10:29 AM 
To: t.)C.\o> 
Subject: RE: GLP Certification 

.. --P t!Cio 
I never heard back from you about this. Can we please schedule a time to speak this week? 
.. __ _. E)(.~ 

Please Visit us at Booth tt 1701 

From: t:X to 
Sent: Saturday, February 28, 2015 6:55AM 

-.. . 
~·: 

.. ···~· 

. ··r 



To: ' .. ~-----­
Subject: GLP Certification 

1 

1 manage a contract lab that specializes in the conduct of toxicology and chemistry studies on pejti!'jd~~s for.sub..mi~slon 

to global regulatory authorities for registration. We continue to be put.fl $ ~t}.t~~is_advantage in~e 

industry because of EPA's resistance to issuing GLP certificates like every other OECD nation. Several times in the last~ 

few months, we have lost projects to laboratories in other countries because of this issue. Just th is morning, our 

received the following email from a Chinese client. 

Dear ·---· e >t ~ 
(loud uuy! 
I am very sorry 10 tell you that we would not put the st udy ol· glyrhosate ummonium in your lab. 

Because the Korea client tell us that the Korea Authority only accept the report wi th GLJ> certificate 

when evaluation. We <.kcidc to choose OI:CD (II.P l.ab. Thank you very much for your work. I hope we 

can coopt.:ralc next time. 

Yours sincerely, 
ex~ 

Market&registration Division 
e;c.(p 

t:-;"t~. ·~ ~·· -
) ~ -

1 have been with 
and have grown incredibly frustrated over this issue. I would like 

to know if you cou ld be available for a short discussion by phone so that I could understand the agenaE!s position -6~ this 

issue and discuss possible ways to address it. ' "'· ... ··: ,. ·~ 

Best regards 

- RepeaLt::u u ose Toxicology 

-Reproductive/Developmental Toxicology 

- Genetic Toxicology 

- Environmental Toxicology 

- Product Chemistry 

- GLP Analytical Chemistry 

- Antimicrobial Efficacy 
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Duffy. Rick 

RE: GLP Certification SIN. 1·~~····-~~., .. .,..,.,_,, ... "'"""'''~ •,... ... ,-.,,_,. :,. .. --., .. _ 
4--~-.... ~~ ··"'~ 

It would be great to use the GLP slides for briefing Cynthia right? 

U.S. EPA 
1200 Pennsylvania Ave., N.W. 
Washington, DC 20460 

~---~~'£1o 
From: , .---- t::~~ 

.... ., ... 

Sent: Tuesd,qv, March 17, 2015 8:46AM (.,. 
To: . , Duffy, Rick C )c. 
Subject: FW: GLP Certification 
Importance: High 

Do you need anything from me for the 

From:<~~. ------•EK. ~ 
Sent: Tuesday, March 17, 2015 7:45AM 
fu: ~~ 
Subject: Fw:· GLP Certification 

Hi ·----..- S.2CJ.. 

witt._- when the e-mail from Cynthia is discussed? 
_..,_..,., •• ,._ ... Ill If/' - • n : ... ....,.~ ,.wwu• 

• 

• . ' v.-· , .... 

Got your email on this. I suggest we wait on preparing a response until speaks with 
• 

and others. 

From: f h E:. )C c.. 
Sent: Monday, March 16, 2015 9:18PM 
To: f:X~ 
Subject : Fwd: GLP Certification 

Fyi you mentioned something about this to me. 

Sent from my iPhone 

.. •• .. ---t~c•::•x:ill:w"•••-••••·"'•• 

£Xfo-



Begin forwarded message: 

From: ·--------
-. c:t\o 

Date: March 16, 2015 at 6:58:57 PM EDT 
" ' .,~ ~- ~·~ .-

To: ··.,.--------------- ."PJuffy, 'Rick" <Duffv.Rick@epa.gov>,.,_. "t.. '/. £; · 

Cc: · ·~ 

••-~a-ex c.. 

Subject: FW: GLP Certification 

Please add this to your weekly this week. We should also plan on circ ling back to Cynthia next 

wee k or by email. 

From: Giles-AA, Cynthia 

Sent: Monda¥: March 16, 2015 5:54 PM 

To: r$ 4 E X\p 

\.. exrp 

Subject: FW: GLP Certification 

From: 

Sel"'t:: Monday, March 16, 2015 2:51 PM 

To: ---~----
Cc: iles-AA, Cynthia 

Subject: RE: GLP Certification -
._ _ _. , am forwarded your message to my colleague in th• 

.ern. e has responsibility for the issue you have raised. Tha nks.,. ek ~ 

From: 
___________ ...... ~ ... r="tt.... ~ 

Sent: Monday, March 16, 2015 10:29 AM 

To: 
EX.h 

·~ 
: ·~ l 

tt'"'~ 

..... 

Subject: RE: GLP Certification 

. ~ ~ \ ··. ~ .. - , ·~ 

1 never heard back from you about this. Can we please schedu le a time to speak this week? 

--- t:= )(fo 

~.·· : :<(!-'1'. >•· • •• • ~ 

~ .. --·-. - -·· . 

From: EXb 

Sent: Saturday, February 28, 2015 6:55AM 

2 



: 

To: 
Subject: GLP Certification 

-
.................................. _..ex~ I manage a 

s 
for submission to global regulatory authorities for registration. We continue to be put at a significant competitive disadvantage in the industry because of EPA's resistance to issuing GLP certificates like every other OECD nation. Several times in the last few months, we have lost oroiects to laboratories in other countries because of this issue. Just this morning, our ·. • ; received the following email from a Chinese client. 

1 kar ••••E )( ~ 
( inod day! 
I am very ..;orry tn tell you that we wou ld not rut the stuu y or glyphos<ttc ammonium in 
your lab. lkcausc the !\.orca c l ient tell us that the l<orcll /\uthor i ty only <Jcccp t the report 
with ( ii.P ccrtilic~llc when evaluation. We dccHk to choose 0 1-:<' 1) (ii.P l.ub l 'hanh. ~- ou 
ve ry much lor your work. I hope we can cooperate nex t tin1c. 

-
Market&registration Division 

I have been with hdve grown incredibly frustrated over this 
issue. I would like to know if you could be available for a short discussion by phone so that I could 
understand the agencies position on this issue and discuss possible ways to address it. 

Best regards 

- Repeated Dose Toxicology 
-Reproductive/Developmental Toxicology 
-Genetic Toxicology 
- Environmental Toxicology 
- Product Chemistry 
- GLP Analytical Chemistry 
- Antimicrobial Efficacy 
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Duffy, Rick 

From: •••••••• 
Sent: •••••••~a 
To: 
Subject: 

c;-l((.. 

Wednesday, March 18,2015 1:46PM e 1eCo 
.; Duffy, Rick E f... (p 

Kt: GLP Certification 

..... 

I assume that since GLP ce rtifica te is not on the agenda, 1 don't have to come to the MAMPD General meeting today . 

.. 
-------· e.~ From: 

Sent: Tuesday, March 17, 2015 4:07PM 
To: uffy, Rick 
Subject: RE: GLP Cert ification 

It would be great to use the GLP slides for briefing Cynth ia right? 

., . 
U.S. EPA 
1200 Pennsylvania Ave., N.W. 
Washington, DC 20460 

From: E l<.(, 
Sent: Tuesday, M arch 17, 2015 8:46AM 
To: . Duffy, Rick E x,Jo 
Subject: FW: GLP Certification 
Importance: High 

'·,. 

.. 
• J. . ""' , . · .. ·"t 

.... . 
Do you need anything from me for the ••••r~w~ Betsy wl&fa~he e-mail fro~~~~~hia is..d(~ssed? 

' ...... 
From: E~~ 
Sent: Tuesday, March 17, 2015 7:45AM 
To: I;xJr:. 
Subject: FW : GLP Certi fication 

._, ...... ... 
Hi 
Cint your email on this. I suggest we wait on preparing a response unt;: • speaks with Betsy and others. 

e"~ 



From:- ext­

Sent : Monday, March 16, 2015 9:18PM 

To: I 

e ><f. 

Subject: Fwd: GLP Certification 

Fyi you mentioned something about this to me. 

...,.,.~~: ~"'*' ""'Y 

··~~~~.,., 

w~~ ... ~~ ·~ .• ~~.~~· 

Sent f rom my iPhone 

Begin forwarded message: 

From:······ 

Dat e: March 16. 2015 at 6:58:57 PM EDT 

To: " 
, Duffy, Rick" <Duffy.Rick@epa.gov>, ' 

Cc: ' 

Subject: FW: GLP Certification 

Please add this to your weekly this week. We should also plan on circling back to Cynthia next 

week or by email. 

From: Giles-AA, Cynthia 

Sent: Monday, March 16, 2015 5:54 PM 

To: ~':sEW:.. 
Cc:~ 

Subject: FW: GLP Certification 

From: 
.. ____ _. E"JC.l-

Sent: Mondav. March 16, 2015 2:51PM 

.. ~.-...... ex~ To· 

Cc: Giles-AA, Cynthia Exfe. 

Subject: RE : GLP Certification 

e.P, 
~'....-~'\i.~~~·~.....-

-~ am forwarded your message to my colleague in the Office of Enforcement and Compliance 

Assurance, Frances Liem. · has responsibility for the issue you have raised . Thanks. 

From: ••••ll!!!llll•• .... ••~t-,~ ... . .e~Jo 
Sent: Monday, March 16, 2015 10:29 AM 

To: &xk 

Subject: RE: GLP Certification 

......... ........ ........... ,. 

I never heard back from you about this. Can we please schedule a time to speak this w eek? 

ex.b ... ~-.:· . ..,... --r~~:"P~~ •• 



~ -----·· ·- ····- -· .. ·- --

From: . t= )G f, 
Sent: Sat~day, February 28, 2015 6:55AM 
To:! Q @Epa.gov' e x;, 
Subject: GLP Certification -· 

I manage a 
for submission ry aut s for registration. We continue to be put at a significant 
competitive disadvantage in the industry because of EPA's resistance to issuing GLP certifica tes like 
every other OECD nation. Several times in the last few months, we have lost proiects to laboratories in 
other countries because of this issue. Just this morning, received the a ~jc 
following email from a Chinese client 

lkar ----· e x.f, 
Clood day' f . . . 
I am very --:orry to tel l you that we would not rut the stucl _v ol g.lyrhosatc ammontum 111 
your lab . lk causc the Kon:<J dienttci! us that the Korea Authority only accept the rl' pmt 
w ith UI.P •.:c rti licale when cvalualiotl. We decide to choose 0 1-:CD ( i I .P I .uh . rh<.mk ~- ou 
very lllLH.: h l{u· your wor". I hope we can cooperat e nex t time . 

Yours sincerely, _ f, ----_-•t=X 
Market&registration Division 

ext.o 
I have been with ••••••••••••llllaand have grown incredibly frustrated over this 
issue. I would like to know if you could be available for a short discussion by phone so that I could 
understand the agencies posit ion on this issue and discuss possible ways to address it. 

Best regards 

- Repeated Dose Toxicology 
- Reproductive/Developmental Toxicology 
-Genetic Toxicology 
-Environmental Toxicology 
- Product Chemistry 
- GLP Analytical Chemistry 
-Antimicrobial Efficacy 



~"~ ··"· ,.,.,.~ 
......... •~ ... ,· •,My.w A ~ • • ~ 

~~r~ J , , . ._,..,.: =*'"~~ 

• •• ·· ·- ·--···""~ 

4 



Duffy, Rick 

From: 
Sent: Wednesday, March 18,2015 2:17PM To: --------•••••••••••••Duffy, Rick e')C. (... ~ .. ., ,..;.,;. • .,. • ..,..,, ..... ,..\': .. -~ • 
Subject: RE: GLP Certification 

vf-
~X~ G ,..., 

& sked to talk about the email from th1' lab complaini ng toO at the weekly so please attend to speak to that. I know • -~~can we try to have--. speak first or at the beginning,e,>c:'-. .-
~· "'""' 

Frorr -----------. ~xc... Sent: W ednesday, March 18, 2015 1:46 PM ~ 
To: . Duffy, Rick E~ 
Subject: RE: GLP Certification 

I assume that since GLP certificate is not on the agenda, I don' t have to come to the •••••" 

From: 
Sent: Tuesday, March 17, 2015 4:07PM 
To: Duffy, Rick e "-~ 
Subject: RE: GLP Certification 

It would be great to use the GLP slides for briefing Cynthia right? 

U.S. EPA 
1200 Pennsylvania Ave., N.W. 
Washington, DC 20460 

a 9 ~ e.~c... 

From: ••••••• 
Sent: Tuesday, March 17, 2015 8:46AM E'L ~ 
To: . Duffy, Rick 
Subject: FW: GLP Certification 
Importance: High ~JoA:«a 

• 

' · '\ 

.. 

neeting today . 

.. ... ~ 



Do you need anything from me for the MAMPD General with Betsy when the e-mail from Cynthia is discussed? 

'!J 

From: .•••••••••_. 

Sent: Tuesday, March 17, 2015 7:45AM 

To: 
~)(,lo 

Subject: FW: GLP Certification 
.. _..,. ... -;M 

Hi C X!y, \ ·.~<l ,. .,"'~ -. . . , . .,,.. 

Got your email on this. I suggest we wait on preparing a response unti!- peaks with ... and others. 

,.,..;r.-··:1!~~ 

.. • .. . ·'"'lf .. 

From: e-Xy 

Sent: Mrmray, March 16, 2015 9:18PM 

To: 'EX(, 

Subject: Fwd: GLP Certification 

Fyi you mentioned something about this to me. 

Sent f rom my iPhone 

Begin forwarded mes~e:· 

.............. .-.. ,ex~ 
Frc. .. . 
Date: March 16, 201 ~ 1t 6:58:57 PM EDT 

·.~ 

.... 

'-· . 

To: ••••••••• .. ,.
•••••IJ'Duffy, Rick" <Duffy.Rick@epa.gov>, [:'F.J. . 

Cc: '' -------11!111-- ~/­
Subject: FW: GLP Certification 

... .. 
., .,. ,.. ... 

Please add this to your weekly this week. We should also plan on circl ing back to Cynthia next 

week or by email. 

From: Giles-AA, Cynth ia 

Sent: Mondav. March 16, 2015 5:54PM 

~o~: ====-~eYJ:. 
Subject: FW: GLP Certification 

.II 

From: exJ... 
Sent: M onday, March 16, 2015 2:51 PM 

To: · e xf,. 

Cc: . Giles-AA, Cynthia£~ 
, ., 

Subject: RE: GLP Certification 

eXY 
~, . 

•••?li. I am forwarded your message to my colleague in the Office of Enforcement and Compliance 

Assurance, · has responsibility for the issue you have raised. Thank (;)::../o 

E'f.v 

2 
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From: 
Sent: Mondav March 16, 2015 10:29 AM 
To: 

---=-Subject: RE: GLP Certification 

I never heard back from you about this. Can we please schedule a time to speak this week? 

From: · •••••• 
Sent: Saturday, February 28, 2015 6:55AM 
To: Ex~ 
Subject: GLP Certification 

I manage a 
c~ 

for submission to global regulatory authorities for registration. We continue to be put at a sigmttcam competitive disadvantage in the industry because of EPA's resistance to issuing GLP certificates like 
every other OECD nation. Several times in the last few months, we have lost projects to laboratories in 
other countries because of this issue. Just this morning, our . received the · 
following email from a Chinese client. 

lkar ••••• 
( iood day! 
I am very sorry to tell you that Wl' wollld 1101 p11t IIH.: study ol gl y phosa l t: <lll l lnonium i11 
your lah. lkcaust; the Korea cli ent tell us that the Korea Authorit y onl y accept the report 
with (iiY ~ · ertific;llc when evaluat ion. We dec ide to 1;hoose 01-:('f) (;(,1' l .ah. I hank you 
very much lc1r your work . I hope we cctn woperat c ne~t ti 111c 

Yours sincerely, 

Market&registrati on Division 

e-x.b 
I have been with --~!lll•••••••-- and have grown incredibly frustrated over this 
issue. I would like to know if you could be available for a short discussion by phone so that I could 
understand the agencies position on this issue and discuss possible ways to address it. 

Best regards 

=== ..... i~fxc. 
3 
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- Repeated Dose 1 ox1c.;u1u~y 

- Reproductive/Developmental Toxicology 

-Genetic Toxicology 

- Environmental Toxicology 

- Product Chemistry 

- GLP Analytical Chemistry 

- Antimicrobial Efficacy 

... • . ·1~ 

... ·, . 

' .. 
4 

·-·~ 
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Duffy, Rick 

From: ...................... E~~ 
Sent: Thursday, March 19, 2015 9:01 AM P!o 't Y 
To: ••••••••••••1111•••••••• Duffy, Rick c;;;· Subject: 
Attachments: 

FW: From Weekly 

•.... . ex~ ,. response.docx; Briefing fo~ 2.12.15 versron.pptx; i< l 
Letter. Briefing for Cynthia Giles.docx 

For your review, comment and/or approval, attached you will find: 

(1) Draft response to S b email to .· E..<" 
(2) Dra ft Briefing Paper for Cynthia Giles on the. Wnorowski ema il to E"tJ.. 
(3) Sl ides- At your request, the SO+ original slides were reviewed and 17 were selected to fit the time allotment for the b riefing. 

From: · &)(.J., 
Sent: Wednesday, March 18, 2015 ~1 PM 
To: · .EX 
Cc: Duffy, Rick; 
Subject: From Weekly 

Prepare response to lab letter on GLP certifications. 
Put on weekly for next week with Cynth ia. 
Finish GLP slides for Cynthia asap. 

Tx. 

U.S. EPA 
1200 Pennsylvania Ave., N.W . 
Washington. DC 20460 

EX(:, 

... 



·• 

"'"'• ·· ·~· .. '• 

• 
tilt 

• •'<>•'.,\\ 

~ • I •"' "" • 
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Draft Response to Incoming Email: 

Dear Mr. ~';±!!!I_ •••fllliiiiliiiiiD~ e'IJ-

~Y~o~u~r:e:m:a:i:l :to::B;$-~~as been forwarded to me for response. As EX f=, ndicated in~ mail to'(> E~f.. you. 
e~~ 

As such, I sincerely appreciate receiving feedback from members of the GLP 
community and recognize the issues and concerns raised in your email. 

I understand your frustration. However, I want to assure you that EP 
GLP certificates, as you indicate in your email. As currently written, 
Fungicide and Rodenticide Act nor the Good Laboratory Practice reg f 
certifications. The GLP program is based on existing statutory and 
authorize a compliance monitoring and enforcement program to detect and deter violations of the 
regulations and to assist in regulatory decision-making. EPA's inspection program is accepted by OECD 
and, therefore, we do participate in the Mutual Acceptance of Data program. 

If you would like to discuss your concerns or if you have any questions about EPA's GLP program, a 
teleconference can be arranged. 

• 1 11 I J I P 
Sincerely, 

Incoming: 

From : C )(.l,.. 
Sent: Monday, March 16, 2015 2:51 PM 
To: E~(p 
Cc: Giles-AA, Cynthia E~f.c 
Subject : RE : GLP Certification 

E)C.~ __.1 am forwarded your message to my colleague in the 
has responsibility for the issue you have raised . Thanks. 

From: -------- ---Sent: Monday, March 16, 2015 10:29 AM 

To: .... _____ _. Clc~.~::::Jiili Subject : RE: GLP Certification 

i I 
I never heard back from you about this. Can we please c;chedule a time to s 

\ 



... . t\.,.,. • • • • ~~ ........ . 

• · '""'0 
. , . ·~ 

~~ 

:55 AM 
e~ 

~"': • ···- • ...-;:o . . .... 

1 manage a contract lab that specializes in the conduct of toxicology and chemistry studies on pesticides 

for submission to global regulatory authorities for registration. We continue to be put at a significant 

competitive disadvantage in the industry because of EPA's resistance to issuing GLP certificates like 

every other OECD nation. Several times in the last few months, we have lost projects to laboratories in 

other countries because of this issue. Just this morning, our ·<;!ceived the 1i)<.b 

following email from a Chinese client. 

Dear·-· E'K~ ... 
< iood day! 

~ 

I am very sorry 10 tt.:ll you that we wou ld no t put the sllluy of' gl1'f>hnsate ammonium in 

your lab. Because lh<: Korea clicn l te ll us tha i lhc Korea Authority only accept the report 

wi th (it Y certilicatc whc11 eva lualion. We tb.: iuc to elwuse 01-:('1) (flY l.ah. !'hank you 

very much 1(11· your worl--. I hop~: we e<lll cooperate next time. 

Yours sincerely, 
c:~~ 

-~ 

Market&registration Division 
........ 

I have been with Product Safety Labs for over 25 years and have grown incredibly frustrated over this 

issue. I would like to know if you could be available for a short discussion by phone so that 1 could 

understand the agencies position on this issue and discuss possible ways to address it. "' • ~ 

Best regards 

0. .. 0 · ·'-<\ 

-Repeated Dose foxicology 

-Reproductive/Developmental Toxicology 



-Genetic Toxicology 
-Environmental Toxicology 
- Product Chemistry 
- GLP Analytical Chemistry 
- Antimicrobial Efficacy 

.'!: ..... 

..... · >( . 

.<I 

.~ .. ··· - ~ ..... ,.,; 

·~ ·-· 



... 



To: 

Briefing for Cynthia Giles 

6:55AM 
't:. x.~P 

Subject: GLP Certification 

I manage a contract lab that specializes in the conduct of toxicology and chemistry studies on pesticides 
for submission to global regulatory authorities for registration. We continue to be put at a significant 
competitive disadvantage in the industry because of EPA's resistance to issuing GLP certificates like 
every other OECD nation. Several times in the last few months, we have lost projects to laboratories in 
other countries because of this issue. Just this morning, received the e~~ 
following email from a Chinese client. 

Dear C~ 
(iood day~ 
I am very sorry to tell you thai we would not put the study or glyphosate <~mmonium in 
your lab . lkcuuse the Korea clicnltellus that the Korea Authority only accept tht.: rcpo l'l 
with CILP certificate when evaluation. We dec ide Ill choose OE('I) (II .P l.ab. Thank you 
very much ror your work. I hope wc can cooperate nexl time. 

Yours sincerelY: 

Market&registration Divis ion 
E x:.~p 

I have been with ••••••••••••• :md have grown incredibly frustrated over this 
issue. I would like to know if you could be available for a short discussion by phone so that I could 
understand the agencies position on this issue and discuss possible ways to address it. 

Best regards 

Quick Response: 

Currently, neither FIFRA nor the Good Laboratory Practice Regulations authorize the issuance of 
certifications. The existing GLP inspection program constitutes a compliance monitoring and 
enforcement program to detect and deter violations of the GLP regulations and to assist in regulatory 
decision-making. 



Overview of the Current FIFRA GlP Program 

EPA's GlP Program is a quality management system used to ensure the integrit~ !~IJ !nd,ty of -tific 

studies and data generated and submitted as part of pesticide or chemic··········· 

under FIFRA. EPA does not test pesticides to support registrations. Rather, EPA relies on studies 

performed by or for applicants for registration. laboratories are sometimes owned by the registrant but 

can also be independently operated and hired by the registrant. It is not required for the laboratory to 

be certified, however, studies that are submitted to EPA in support of registration applications must be 

conducted in accordance with the GlP regulations, which requires laboratory personnel to have 

adequate education, training and experience to conduct the study. 

tB 'JI¥1t!WUIIME,e~ 

The GlP regulation, 40 CFR Part 160, covers a wide variety of areas including equipment maintenance 

and cal ibration, testing operations, test substances, study protocols, the conduct of a study, 

record keeping and reporting requirements as well as testing facility management iMI rna rtant feature 

of the GlP regulation is the Statement of compliance or non-compliance. 40 CFR 160.12. Any person 

who submits an application to EPA for a research or marketing permit that contains a study must submit 

a true and correct statement, signed by the applicant, the sponsor of the study and the study director. 

The statement must contain one of three listed assertions: (1) whether the study was conducted in 

accordance with GlP rule or (2) all the differences between the practices used in the study and those 

required by the GlP rule or (3) the signatory was not a sponsor or the study, did not conduct the study 

and does not know whether the study was conducted in accordance with th . , QS'g E a 

An NAIS inspection will include an on-site facility compliance review as well as a data audit. A data aud it 

is where a study is selected and reviewed by the in.. u l tliahthN1z' fi g he study is 

consistent with the final report that was submitted to EPA. The NAIS uses a random selection process or 

the laboratory Information and Study Audit (LISA) database that screens for the following neutral 

criteria: 

• 

labs that have submitted the most number of studies to EPA in the last J;tm &prs 9 
.. .• iililll.llfnt ' I I $ 

Labs that had major GlP findings in a previous inspection, • . :;m;; •• ~ b 21 
labs that have initiated testing under FIFRA or TSCA for the first . I Ul ill*r "*'XtC m 

a 
• 
• 

• Labs that have submitted a study that is expected to form the ba .fi' ~MaQjT«'J '1!1 ?P .. 

• 
action, 

• . li',. 'F 1 7% . n 

labs that have not been inspected for the last 3 years, 
• 7 . I Cllittstr SHill' D 

• labs located in geographic proximity to other laboratories . 

Currently, the only sections of FIFRA that would address violations of the GlP regulations is FIFRA 

Section 12(a)(2)(M)(Q) and (R). All are based on submissions to the Agency. The most common 

enforcement action concerns the submission of a false 160.12 compliance statement where the 

submitter attests that a study was conducted in accordance with GlP regulations, but deviations were 

found during the inspections. If this statement is false, a civil or criminal enforcement response may be 



pursued by the Agency. There are no other bases for initiating an enforcement action for a violation of 
the GLP regulations. In the case of missing raw data, an enforcement action can be initiated for violating 
40. CFR Part 169. GLP violations can result in the rejection of a study by EPA and, therefore, a denial of a 
registr(ltion application. . ........ ,.,. \· ~ 

The ,G~P Program is affected b'f EPA's membership in the Organization for Economic Cooperation and 
Development (OECD). As an OECD member, EPA subscribes to tile Mutual Acceptance of Data (MAD) 
program. The MAD program requires OECD members to accept data from each other for review.,:This 
program benefits the United States economy by making it easier for pesticide and chemical companies 
to engage in international trade. To be part of the MAD program, EPA must have a valid and active GLP 
Compliance Monitoring Program and conduct inspections. A certification program is not required . 
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Rick 

From : X.~ 
Sent: 
To: 1-------·Miiiiionijdlilay •• Marffi 23, 2015 1:30 PM 

•••••• Duffy, Rick ~/(. ~ 
Subject: 
Attachments: 

FW: From Weekly 
response.docx; Briefing for 

Letter.Briefing for Cynthia Giles.docx 

Let me know if you agree with response. Tx. 

U.::, . 1:1-'A 

1200 Pennsylvania Ave., N.W. 
Washington, DC 20460 

• ···)-·_;·· -6 --·· a 

From: -----·EY..~ 
Sent: Mondav. March 23, 2015 12:34 PM 
To: r I 
Subject: FW: From Weekly 

• I 
Here is the incoming letter and our proposed response for your apprillli\•; •••••••••••• ~·===&= a 

From: ------e~ 
Sent: Friday, March 20, 2015 10:53 AM 
To: EY...t,-
Subject: FW: From Weekly 

Apparently you were not on the distribution list. 

From: 
Sent: Thursday, M arch 19, 2015 
To: 
Subject: FW: From Weekly 

G'l.}­
AM 
Duffy, Rick c¥~ 

For your review, comment and/or approval, attached you will fi nd: 

• • I • a 



(1) Draft response to Wnorowski email to Jim Jones, 

(2) Draft Briefing Paper for Cynthia Giles on the Wnorowski ema il to- ~ 

(3) ~~::sr~~~;.our request, the 50+ original slides were reviewed and Jj T?W W'SSted.;J~tpe times&lotmbnt for 

Fro~ EX ¥:> 

Sent: Wednesday, March 18, 2015 5:41 PM 

r e't\o 

Cc: Duffy, Rid . - "E,t\o 

Subje ct: From Weekly 

Prepare response to lab letter on GLP certifications. 

Put on weekly for next week with Cynthia. 

Finish GLP slides for Cynthia asap. 

Tx. 

Js:E•::::::::~~ :e~'.o 
U.S. EPA 
1200 Pennsylvania Ave ., N.W. (MC-2227A) 

Washington, DC 20460 

• : ~t'E+ a 

••n~· r tri'ZO a 

•ru••na 

• t I. II Lli 21 . Ill 

l I 11-il it!Ut.•l3 a .• 



Duffy. Rick 

From: ex<e 
Sent: 
To: 

Friday, March 27, 2015 3:05 P~ 
' ' I I - Duffy, Rick 

Subject: 
Attachme nts: 

RE: From Weekly 
~onse lizcmtdocx 'E 

--and l ai!? &l,. 
Please see my comments on the email response. Let me know if anything is not accurate. 

From:······· Sent: Thursday, March 19, 2015 9:01AM 
To Duffy, Rick ~ X~ 
Subject: FW: From Weekly 

For your review, comment and/or approval, attached you will find: 

· (1) Draft response to wncrrowski email td 8 J 'E Y-.'P 
' {2) Draft Briefing Paper for Cynthia Giles on the Wnorowski email to Jim Jones, 

(3) Slides - At your request , the 50+ original slides were reviewed and 17 were selected to fit the time allotment for the briefing . 

. . 

Prepare response to lab letter on GLP certifications. 
Put on weekly for next week with Cynthia . 
Finish GLP slides for Cynthia asap. 

Tx. 

\ 



1200 Pennsylvania Ave., N.W. • • a: 1 
. - -- . . . . GO 

-
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.;; a I! au 1 
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• a 
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Draft Response to Incoming Email : 

Dear •••ex.(,. 
Your email t~ has been forwarded to me for response. As ~dicated i~ail to~~~ vou 'C:. X.<, . 

- s such, 1 sincerely appreciate ~~~~IVmg reeooac~ rrom memoers or the C,LP community and recognize the issues and concerns raised in your email. Lunderstand your frustration. 

:.J(t H>AderstaAEl ve~r hwsHatieA. ~. 1 want to assurf!''Vou that EPA 1s not resosting the ossuance of 
GLP certific~s. as you indicate in :.-.o.~.~ email. As currently written, neither the Federal Insecticide, 

. · Fungicidl~and Roden:ic.i~<?~·rl'or the Good LaboratoryJla ctice regulat ions authorize the EPA to certr ly 
r>GLP labaratori~e:~ iss~aRte ef eerti~~.Uft!tead. studies that are submitted to EPA,., .iJI. suppq(t of reQ ~ a~tions musdite con UClP.d in aC£Ordance with.!Jltii!.J>..E&.tllil!P.n.~.~b.l£h '- ifes laboratory personnel to have adequate education. training and experoence to conduct the 

study. A change in t hos framework will require changrng the regulatoons. The GLP program IS based on 
existing statutory and regulatory authorit ies, which authorize a compliance monitoring and en forcement 
program to detec~an_~.d · r violations of the regulations and to assist in regulatory decision-making. 
EPA's inspe~-o~; · cepted by OECD and, therefore, we do participate In the Mutual 
A~~~~a~ . ;~i .' . : . . . ::-: .... ~r·-- ~ 
If you. like to discuss your concerns or if you have any questions about EPA's GLP program, a 
teleconference can be arranged. 

Sincerely, 

4 ••• , tfn~orwarded your message to my colleague in the Office of Enforcement and Compliance 
Assur~nce, Frances Liem. She h~\ respon \ibility for the issue you have raised. Thanks. Jim 

From~--~~~~~·· E)'(. 
Sent•:l~llolnllalvi.MIIalrclh~li6,I2IOI1SIIliOI:I2I9IAIMit fu: ~ E~~ 
SubJect : Ht: GLP Certification 

-

•a 



1 never heard back from you about this. Can we please schedule a time to ~peak th1 s week' 

- exr 

F e l({.. 

S:,~ ~111day, Feb1uary 28, 2015 6:55AM .A . 

To: 
I C"-Y 

Sub,~~t ..,... _ J~o~don 

- 7 I 

1 manage a contract lab that specializes in the conduct of toxicology and chemistry studies on pesticides 

for submission to global regulatory authorities lor registration . We continue to be put at a significant 

competitive disadvantage in the industry because of EPA's resistance to issuing GlP certificates like 

every other OECD nation. Several times in the last few month• "'e have lost nrnlo-:ts to laboratories in 

other countries because of this issue. Just this morning, our s received the 

following email from a Chinese client. 
E lt~ 

lkar 411£ •• (;;:: ~(,. 
( iood day! 
I a Ill VCI') smry to ll' ll you thai wc Wllllld uot put lh~ 'llld~ ul gl~ phu,atc ,tlllflllllliunl in 

your lah. lkcuu't.: thl· Korcu clio.:m lo.:llti' thai th,· K111cn Aulhurit~ uul~ ac;;,·pt i h~ s;;pul'i 

"ith lil.l' ccrtilicatc when l'l :sluntiuu We d~ci dl' hll'hllll'l' <Wt'l J I il .l' l.uh. I hHnl.. ~uu 

Jl'l!"' <inccrdl: 7 e ~ 
Market&registration Division 

I have been with Product Safety Labs for over 25 years and have grown incredibly fru strated over this 

Issue. I would like to know if you could be available for a short discussion by phone so that 1 could 

understand the agencies position on th1s issue and d1scuss possible ways to address it . 

'·· 

hlttmarww 

-

I Plllllfllfll 

.. /.,. .. 

8 .:a .£ lUI 1 

•• 
Best regards 

----~e~(.. 
• I , I US I •r It 1£ • 

•u •• tta1ann1 r 0 
• Field Code Chan~ed 

9 



- Repeated Dose Toxicology 
- Reproductave/Developmental Toxicology 
- Genetic Toxicology 
- Environmental ToXIcology 
- Product Chemistry 
- GLP Analytical Chem1stry 
- Antimi?robial Efficacy 

·:' 

- -~ 

-~ 

;,!' 
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Duffy, Rick 

Fr~m: 

Sent: To: ______ _ Monday, Mag~ LO· 2015 6:34 PM 

Cc: Duffy, Rick: 

lab certification and email response for your review 
. _ ..... email response 3-30.docx; ~~rand 

Response Why doesnt EPA issue GLP certificates to labs 3 · 18-1 S.docx e X. ('.,. 

Hi .. GX.C. 

~c. 

:~o:~.~~:r :g•;:~~~~s~;n~d:~~~e~h~thda~fut a co~~~de~~~~:~iisfs~~~:~~:;:~~i!L~~ah~~~~f~~;il~~:i~l:ce Presi@~~f a 
as tng rancts to respon . Attac e ts an emat response or your revtew r~nu t e ongtna emat as 

background. The second attachment is a more detailed background paper for 'which again summarizes the 
incoming email from the lab, and explains the GLP program. 

--



I 1 a 

1 1 

-.. 



Summary 

• 

• 

• 

the email to and 18 .-.Jskin; ) 

ex~ 

·• · expressed feeling at a competitive 
FIFRA Good Laboratory Practice certifi&teslo laboratories like other Organization for Economic 
Cooperation and Development (OECD) countries. 

. . i:l 

It's true, EPA is the only OECD country with a GLP program that does not i~sulf~iti~o 
laboratories. The us GLP program is a quality management system used to va? alJ §tJJM)bnd 
data generated and submitted as part of pesticide or chemical registration appllijftions under 
FIFRA. ' I 

,. . 

l>o ~ • • ' 

• Cu~rently, neither FIFRA nor the Good Laboratory Practice Regulations authorize the issuance of' 
I) certi'llcations. The existing GLP ins~ion program constitutes a compliance monitoring and 

enfo~t program to detect and deter violations of the GLP regulations and to assist in ••••• 
regu~ecision-making. ---

• The GLP Program is affected by EPA's meniSIY!iiP '""IIUCJSJ I ssn I I • 

su!Jscribes to the Mutual Acceptance of Data (MAD) program. The MAD program requires OECD 
membdr1 to accept data from each other for review. This program be. iS ill I 
economy by making it easier for pesticide and chemical companies to engage in international 
trade. To be part of the MAD program, EPA must have a valid and active GLP Compliance 
Monitoring Program and conduct inspections. A certification program is not required. f 1 

• • 
Dear•••••t ex'-' 

6'/C... 
has been forwarded to me ..--mail to 

••---•• ef. Co 

Your email to . 
you, 

' . -
As such, I sincerely appreciate receiving feedback from members of the GLP 

community and recognize the issues and concerns raised in your email. I understand your frustration . 

I want to assure you that EPA is not resisting the issuance of GLP certificates, as you indicate in your 
email. As currently written, neither the Federa l Insecticide, Fungicide and Rodenticide Act nor the Good 
Laboratory Practice regulations authorize the EPA to certify GLP laboratories in the US. Instead, studies 
that are submitted to EPA in support of registration applications must be cond• IJl?d iU ]§ssg"'ce with 
the GLP regulations. A change in this framework will require changing the regulations. The GL rogram 
is based on existing statutory and regulatory authorities, which authorize a com1e && nitlfi?IJind 
enforcement program to detect and deter violations of the regulations and to assist in regulatory 
decision-making. EPA's inspection program is accepted by OECD and, therefore, we do particip~e 
Mutual Acceptance of Data program. · ~ 

If you would like to discuss your concerns or if you have any questions about EPA's GLP program, a 
teleconference can be arranged. 

Sincerelv. 
E~~ 



bUt .. I 
trs• na 

Background-Incoming email chain: 

From:····· 
Sent: Monday, March 16, 2015 2:51PM 

T 
e x.r.. 

o: ,.. C.l' y 

Cc: C. Giles-AA, Cynthia 

Subject: RE : GLP Certification 

e- r- ~ 

••• I am forwarded vnur message to my colleague in the Office of Enforcement and Compliance 

Assu as responsibility for the issue you have raised. Thanks. ••t 
e )l_ (, 

From -------··----· E.~~ 
Sent: Mondav, March 16, 2015 10:29 AM 

To: I:: X J-
Subject: RE: GLP Certification 

-- t:X(o 
1 never heard back from you about this. Can we please schedule a time to speak this week? 

• • .. •• 

............... 1'111 ... , .. ,., ............ -::·::::·::::~ .. •• I I 
t 1 I I 

From: 
sent: C::aturday. February 28, 2015 6:55AM 

To: E'Yf... 

Subject: GLP Certification 

1 manage a contract lab that specializes in the conduct of toxicology and chemistry studies on pesticides 

for submission to global regulatory authorities for registration. We continue to be put at a significant 

competitive disadvantage in the industry because of EPA's resistance to issuing GLP certificates like 

every other OECD nation. Several times in the last few months, we have lost pr~jects to laboratories in 

other countries because of this issue. Just this morning, our Director of Analytical Services received the 

following email from a Chinese client. • a 



lkar - f 'f.Y 
(iood uuy! 
I am very '>nrry to tell you that we.: wou ld not put the.: study or· glyph<}sllt<.: •nnmonium in 
y our lab. Bcc<wsc the K orc<\ client tell us that the Korea Authority ()illy <~ccept the report 
with (il J> ccrti1icatc when evaluation. We dccid<:: to choose OI ·:CD (ii.P I .a b. Thank you 
very much l(>r your work. I hope we can cooperate nc»t ti111c. 

Yours sincerelf, 
I 

Market&registration Division 

I have been with Product Safety Labs for over 25 years and have grown incredibly frustrated over this 
issue. I would like to know if you could be available for a short discussion by phone so that I could 
understand the agencie!'position on this issue and discuss possible ways to address it. 

Best regards 

- Repeated Dose Toxicology 
- ReprodUctive/Developmental Toxicology 
- Genetic Toxicology ~ 
- Environmental Toxicology · .... ·•;..hJr. 
- Product Chemistry 
- GLP Analytical ~hemi~try 
- Antimicrobial Efficacy ' 1 .a ... . . .., 
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FIFRA GLP Laboratory Inspection 
Briefing for Cynthia Giles 

Summary 
e'f. f. e ~{. 

• 

• 

4111111111~11111111111111iill111111 ........ , onFeb. 28, 20154iltsent 
the email to Cynthia and··-··GLP Section Chief. OECA's AFRA GLP Section is within the 
Office of Compliance. E'x I<> 

E'Y.I-
........ I expressed feeling at a competitive disadvantage because EPA does not issue 
AFRA Good Laboratory Practice certificates to laboratories like other Organization for Economic 
Cooperation and Development (OECD) countries. 

• It's true, EPA is the only OECD country with a GLP program that does not issue certificates to 
laboratories. 

• Currently, neither FIFRA nor the Good Laboratory Practice Regulations authorize the issuance of 
certifications. The existing GLP inspection program constitutes a compliance monitoring and 
enforcement program to detect and deter violations of the GLP regulations and to assist in 
regulatory decision-making. 

• The GLP Program is affected by EPA's membership in the OECD. As an OECD member, EPA 
subscribes to the Mutual Acceptance of Data (MAD) program. The MAD program requires OECD 
·members to accept data from each other for review. This program benefits the United States 
economy by making it easier for pesticide and chemical companies to engage in international 
trade. To be part of the MAD program, EPA must have a valid and active GLP Compliance ... . 
Monitoring Program and cond!Jct inspections. A certification program is not required. 

Background-Overview of the Current FIFRA GLP Program 

EPA's GLP Program is a quality management system used to ensure the integrity and validity of scientific 
studies and data generated and submitted as part of pesticide or chemical registration applications 
under FIFRA. EPA does not test pesticides to support registrations. Rather, EPA relies on studies 
performed by or for applicants for registration. Laboratories are sometimes owned by the registrant but 
can also be independently operated and hired by the registrant. It is not required for 8 J 1rv to 
be certified, however, studies that are submitted to EPA in support of registration 1W'if?~P%m'i be 
conducted in accordance with the GLP regulations, which requires laboratory personne to ave 
adequate education, training and experience to conduct the study. 

The GLP regulation, 40 CFR Part 160, covers a wide variety of areas including equipment_ maintenance 
and ca libration, testing operations, test substances, study protocols, the conduct of a study, 
recordkeeping and reporting requirements as well as testing facility management. An important feature 
of the GLP regulation is the Statement of complianc~ or non-compliance. 40 CFR 160.12. Any person 
who submits an application to EPA for a research or marketing permit that contains a study must submit 
a true and correct statement, signed by the applicant, the sponsor of the study and the study director. 
The statement must contain one of three listed assertions: (1) whether the s~ducted in 

1 



accordance with GLP rule or (2) all the differences between the practices used in the study and those 

required by the GLP rule or (3) the signatory was not a sponsor or the study, did not conduct the study 

and does not know whether the study was conducted in accordance with the GLP rule. 

- 'iL~lllll ; P I E 11£1 • :r• n file 

An NAIS inspection w ill include an on-site facility compliance £ 1" as a data audit. A data audit 

is where a study is selected and reviewed by the inspector to verify that the data from the study is 

consistent with the final report that was submitted to EPA. The NAIS uses a random ection rocess or 

the Laboratory Information and Study Audit (LISA) database that screens for the following neutra 

criteria: 

• Labs that have submitted the most number of studies to EPA in the last 3 years, 

• Labs that had major GLP findings in a previous inspection, 

• Labs that have initiated testing under FIFRA or TSCA for the first time, 

• Labs that have submitted a study that is expected to form the basis for a major regulatory 

action, 

• Labs that have not been inspected for the last 3 years, 

• Labs located in geographic proximity to other laboratories. 

Currently, the only sections of FIFRA that would address violations of the GLP regulations is FIFRA 

Section 12(a)(2)(M)(Q) and (R). All are based on submissions to the Agency. The most common 

enforcement action concerns the submission of a false 160.12 compliance statement where the 

submitter attests that a study was conducted in accordance with GLP regulations, but deviations were 

found during the inspections. If this statement is false, a civil or criminal enforcement response may be 

pursued by the Agency. There are no other bases for initiating an enforcement action for a violation of 

the GLP regulations. In the case of missing raw data, an enforcement action can be initiated for violating 

40 CFR Part 169. GLP violations can result in the rejection of a study by EPA and, therefore, a denial of a 

registration application. 

Incoming Communication: 

e" ~ 

To: 
Subject: GLP Certification 

I manage a contract lab that specializes in the conduct of toxicology and chemistry studies on pesticides 

for submission to global regulatory authorities for registration. We continue to be put at a significant 

competitive disadvantage in the industry because of EPA's resistance to issuing GLP certificates like 

every other OECD nation. Several times in the last few months, we have lost projects to laboratories in 

other countries because of this issue. Just this morning, our Director of Analytical Services received the 

following email from a Chinese client. 

Dear - £X.'=' 
Cioou day! I am very sorry to tell youthnl w~: would no! ptt! the swdy or glyphosatc 



ammonium in your lab. necausc the Korea client tell us that the Korcu Authority nnly 
accept the re port wi lh G I.P certi licalc when evaluat ion. We dec ide to choose 0 l·:c [) (i I .1' 
l .ab. Thank you very much ror your work. I hope wr.; can cooperate nc.xl I imc. 

Yours sincerely, 
- arket & Registratt.on Division fi' .tfo 

.. 
•••••••••••••••••••td have grown incredibly frustrated over this 

issue. I would like to know if you could be available for a short discussion by phone so that I could 
understand the agencies position on this issue and discuss possible ways to address it. 

Best regards 

.f : 

...... 

~· ·• 




